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Label Version 1‘-20 13

. Page 2 of 12 )

Note: Italicized text is information for the reader and is not part of the label.

(Mranlratnd infarmmmatian ic antanal tavt )

SANILILALIUN,;

Hard, Non-Porous Non-food Contact Surfaces:
Spray

(To kill 99.9% of bacteria on (all) non-food surfaces -or- sanitize

(all) non-food surfaces.) Spray (this product) on surface (until

thoroughly wet). Let stand for 5 minutes. (If desired) wipe with
paper towel or clean dish towel. (Air dry, no rinsing necessary.)

For heavily soiled surfaces, (a) precleaning (step) is required.

Soak

(To kill 99.9% of bacteria on (all) non-food surfaces —or-
sanitize (all) non-food surfaces.) Pour -or- Spread —-or- Apply
this product on a surface (wet thoroughly) (with a sponge

or towel). Let stand for 1 minute/60 seconds. (If desired,)
wipe (away excess) with paper towel or clean dish towel.

(Air dry, no rinsing necessary.) For heavily soiled surfaces,

(a) precleaning (step) is required.

Organisms (list 1): Escherichia coli (E. coli}), Enterobacter aerogenes, Salmonella enterica (Salmonella), Staphylococcus aureus
(Staph), Streptococcus pneumoniae (Strep), Enterococcus faecalis (VRE), Methicillin Resistant Staphylococcus aureus (MRSA)

Hard, Non-Porous Food Contact Surfaces:

Spray

{To kill 99.9% of bacteria on (all) food-contact surfaces -or-
sanitize (all) food-contact surfaces.) Spray (this product) on
surface. Let stand for 1 minute/60 seconds. (If desired) wipe
with paper towel or clean dish towel. (Air dry, no rinsing
necessary.) For heavily soiled surfaces, (a) precleaning (step)
is required.

Soak

(To kill 99.9% of bacteria on (all) food-contact surfaces -or-
sanitize (all) food-contact surfaces.) Pour -or- Spread -or-
Apply this product on a surface (wet thoroughly) (with a
sponge or towel). Let stand for 1 minute. (If desired,) wipe
(away excess) with paper towel or clean dish towel. (Air dry, no
rinsing necessary.) For heavily soiled surfaces, (a) precleaning
(step) is required.

Organisms (list 2): Escherichia coli (E. coli), Salmonella typhi (Salmonella), Staphylococcus aureus (Staph)

DISINFECTION:

Hard non-porous surfaces:
Spray

(To kill 99.9% of germs on (all) hard, non-porous surfaces -or-

disinfect (all) hard, non-porous surfaces.) Spray (this product)
on surface (until thoroughly wet). Let stand for 10 minutes.

(If desired) wipe with paper towel or clean dish towel. (Air dry.

no rinsing necessary, even on food contact surfaces.)
For heavily soiled surfaces, (a) precleaning (step) is required.

Soak

(To kill 99.9% of germs on (all) hard non-porous surfaces -
Pour -or- Spread -or- Apply this product on a surface
(wet thoroughly). Let stand for 10 minutes.

wipe (away excess) with paper towel or clean dish towel.
Air dry, no rinsing necessary.) For heavily soiled surfaces,
(a) precleaning (step) is required.

Organisms (list 3): Escherichia coli (E. coli), Salmonella enterica (Salmonella), Staphylococcus aureus (Staph), Streptococcus
pyogenes (Strep), Enterococcus faecalis (VRE), Methicillin Resistant Staphylococcus aureus (MRSa), Pseudomonas aeruginosa
(Pseudomonas), Listeria monocytogenes (Listeria), Herpes Simplex Virus Type 1 (Herpes), Herpes Simplex Virus Type 2 (Herpes),
HIV Type 1 (HIV), Influenza A (H1N1), Rhinovirus Type 37 (Common Cold), Human Coronavirus, Respiratory Syncytial Virus

(RSV), Trichophyton (Athlete’s Foot)
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Label Version 1 ‘-20 13 . Page 8 of 12 s
Note: Italicized text is information for the reader and is not part of the label.
(Bracketed information is optional text.)
e ivuiug ruinew = LUV 1lanuied Jiayivvin (aVyay NEDLLUULID
e  Automobiles e Doorknobs e (Kitchen) Appliances (Salad bar) Sneeze
e Baby Bottles e Doors e (Kitchen) Guards
e Baby Toys e Drainboards (Bathroom) Sinks e Shower (Faucets)
e (Bath)tubs e Dryers e Kitchen (Doors) (Handles)
e Bathroom (counter) e (Empty) Clothes (Counter)tops (Fixtures) (Walls)
tops Hampers e (Kitchen) (dining (Floors)
e Bathroom (surfaces) e (Empty) Garbage room) Tables e  Sink (Faucets)
e Beverage bars Cans ¢  Kitchen surfaces (fixtures) (Handles)
e Blinds e Faucets e Kitchen tools e Snack counters
e Boatinteriors e Floors e Knives e Soap Dispensers
e  Booster chairs e Food Cases e Laundry Rooms e Storage Areas
e Breast pump parts e Food Contact e Light Switches e Stovetops
e  Breast pumps Surfaces e Litter box e Thermos
e (Cabinet Handles Food Preparation ¢  Lunch Pails e Toasters
e Cabinets (surfaces) (areas) e Medicine Dropper e  Toilet [(Flushing)
e Canopeners e Food serving areas ¢ Mouthguards (handles) (seats)
e C(Cars e Food trays e Neti Pots (surfaces) (exteriors)
e  Children’s (Kid's) e Freezers s Ovendoors e Tongs
(Wading) pool e Grills e QOvens e  Towel (tissue)
e  (Children’s (Kid's) e Grocery Carts e Pacifiers dispensers
Table e (Grocery) Checkout e  Pet Bowl(s) (Areas) ¢ Under sinks
e (Computer) Areas e PetFeeding Dishes e Vanities
Keyboards e Handrails e Piano Keys e Vanity Tables
e Counter(s) -or- e High Chair Trays e Plastic Cutting e (Vinyl) Shower
Countertop(s) e High Chairs Boards* Curtains
Cupboards ¢ Inside Dishwasher(s) e Plastic Patio e Walls
Dairy cases (interiors) Furniture *  Washing Machines
(Diaper) Changing o (Inside) Freezer(s) Playpens e Windowsill
Tables (interiors) Potty-Chair(s)
e Diaper Pails e (Inside) (Seats)
e Dining Room Tables Microwave(s) Range hoods
Dish Racks (interiors) Range tops
* (Inside) Recycling Bins
Refrigerator(s)
(interiors)
USE SURFACES (Table 2):
e Ceramic -and/or- e Formica e Non-Porous Plastic e Stainless Steel
Glazed Tile e Glass e Glazed Porcelain e Vinyl
Chrome e Linoleum o Sealed Granite
Corian s Metal e Sealed Marble
Finished -and/or-
Painted Wood
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Label Version 1'-2013 . Page 12 of 12

Note: Italicized text is information for the reader and is not part of the label.
(Bracketed information is optional text.)

»

acute care facilities[Cleans] [] [and] [ ] Disinfects [& Deodorizes] [in One Step]

Fight[s] and/or Kill[s] and/or Effective against (insert organism list from Appendix A)] [in (insert approp: contact

time for respective organism)]

Kills [99.9%)] of bacteria, viruses & fungi in 10 minfute] on Hard Nonporous Surfaces

Kills Pandemic 2009 Hi1N1 Influenza A Virus

Kills MRSA

Ready to use Disinfectant

Kills cold and flu viruses

Meets AOAC germicidal spray standards for Hospital Grade Disinfectants

Meets OSHA blood borne pathogen standards

Bactericidal

Disinfectant

Effective against [Influenza A HIN1] [H1N1] [MRSA] [and] [(insert organism list from Organism List)]

Effective against Avian Influenza A and H1N1 [Pandemic] [Influenza A virus]

Effective against MRSA

Fungicidal

Kills Pandemic 2009 HIN1 Influenza A Virus [(formerly called swine flu)]

[Product Name] [This Product] has demonstrated effectiveness against Influenza A virus and is expected to inactivate all

Influenza A viruses including Pandemic 2009 H1N1 [(formerly called swine flu)]

e [Product Name] [This Product] has demonstrated effectiveness against Staphylococcus aureus and is expected to
inactivate Staphylococcus aureus, including the drug resistant superbug Methicillin-resistant Staphylococcus aureus
(MRSA)

e Fungicidal

e Virucidal

VETERINARY / ANIMAL FACILITIES APPLICATIONS:
CleanSmart is a disinfectant that is especially useful in veterinary practices, animal care, animal laboratory, zoos, and pet shops.

To clean and disinfect hard nonporous surface, remove all animals and feeds from premises. Remove all litter, droppings and
manure from floors, walls and surfaces or facilities occupied or traversed by animals. Thoroughly clean all surfaces with soap or
detergent and rinse with water. Saturate surfaces with (CleanSmart) for a period of 10 minutes. Immerse handling and restraining
equipment such as leashes, muzzles, halters, or ropes. Allow equipment and housing to completely dry after use and before
returning animals.
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Fuller, Demson

From: Fuller, Demson //
Sent: Friday, May 16, 2014 4:26 PM w

To: 'Nicola Cowen' \ ‘ : ]

Cc: James Messina; Wormell, Lance; Liem, David ;’)g‘[‘

Subject: RE: Simple Science - Revised label ?___
Hi Nikki, . Q ks Q I Lr“ 74

| captured some notes from this morning’s call. | believe that there was progress in our discussion and | wanted to
highlight some areas we agreed on in regards to the claims:

Tha tavmns faminishara and lancnmeithaval’ ava ancambahia i coalifindd s woish @ ar urface”

HIE LIdIITE LOUIUIT >diIE 1> diltEplduie.

The term “worry free” is acceptable, when used in the context of a use site or object {e.g., nursery, playroom,
table, toy...) and also in conjunction with cleaning

The term ”gentlea/__,ud_mj_ld” are acceptable when used in the context of a use site or object (see above bullet)
and also in conjunction with cleaning

The claim ©-~~-~--~ Free — won't irritate your dog’s or pet’s nose is acceptable

The term must be removed

Tha rlaime “nhannl alrnhal and hlaach fraa ara acrantahla

The claim “hraale A jnto a saline solution is acceptable”
The ternr 5 not acceptable
The term  using sunpee ingredients” and “really smart science” is acceptable.

In addition, you will provide us a redline and clean version that captures the changes that we discussed today.

While there was progress regarding some of the changes, there are still some areas of impasse between us. These
issues could make it harder to have a stamped label and Registration Notice ready by Monday:

e The term “Pure”. You believe the claim is not false or misleading because the formulation ||| absent
of impurities. Mark explained that the company intends to market the term “pure” possibly as a brand for the
product. |alerted you that this issue would have to be discussed further amongst staff in the program and
possibly OGC.

e The draft label — Based on today’s discussion of the label, once we receive we would like to review the draft in
its entirety to make sure that the label addresses all of the comments that we have corresponded on over the
last couple of weeks. This includes the comments provided in the revised efficacy review that was forwarded to
you by David on 5/7. This process, as you noticed today, takes time because there could be further iterations
between the company and us on clarifications and/or further changes that need to be made.

*Inert ingredient information may be entitled to confidential treatment*

e After our meeting, Mark Perry and | chatted briefly regarding the draft labeling. We discovered the term “a
cause of ringworm” was listed under the General Claims section (p. 5/right hand column) That term must be
removed. Data to prove that the product is effective against the test species Trichophyton rubrun nust be
submitted to support that claim.
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*Personal privacy information*

As | summed up at the end of our discussion, we will attempt to finalize this action (a letter and label), but it may not be
likely based on where we stood by the end of our conference call. At this point, we will prepare a draft PRIA Close Out
letter on Monday. However, we look forward to working with you over the next 30 days in an effort to resolve the
remaining issues.

Thanks.

Demson

From: Nicola Cowen [mailto:ncowen@exponent.com]
Sent: Friday, May 16, 2014 11:34 AM

To: Fuller, Demson

Subject: Simple Science - Revised label

Importance: High

Demson,
| am not working in the office today. Please call my cell phone || . if you need to get ahold of me.
Best regards,

Niki

Nicola D. Cowen, MSc.

Senior Regulatory Consultant

F'ponent®, Inc

1150 Connecticut Avenue, Suite 1100 | Washington, DC 20036 |

p: 202-772-4919 | e-mail: ncowen@exponent.com | web: www.exponent.com

CONFIDENTIALITY NOTICE: This electronic transmission (including any files attached hereto) may contain information
that is privileged, confidential and protected from disclosure. The information is intended only for the use of the individual
or entity named above and is subject to any confidentiality agreements with such party. If the reader of this message is
not the intended recipient or any employee or agent responsible for delivering the message to the intended recipient, you
are hereby notified that any disclosure, dissemination, copying, distribution, or the taking of any action in reliance on the
contents of this confidential information is strictly prohibited. If you have received this communication in error, please
destroy it immediately and notify the sender by telephone. Thank you.
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*Inert ingredient information may be entitled to confidential treatment*

' ‘ '

PRIA 3 - 21 Day Content Screen Review Worksheet

(EPA/OPP Use Only)

September 2012
21 Day Screen Start Date: / / - 27-13
Experts In-Processing Signature: ywa Date // - 27 /J Fee Paid: Yes _/
Division management contacted on issues No Yes Date

EPA Reg. Number: g7g7 6-E

EPA Receipt Date:  //- 27-/3%

Items for Review

Yes

No

N/A*

type

Application Form (EPA Form 8570-1) signed & complete including package

dated (EPA Form 8570-4)

Confidential Statement of Formula all boxes completed, form signed, and

a) All inerts, including fragrances, approved for the proposed oo

no

uses (see Footnote A) _ =
CNs vl in o (pJilnp an )|

Certification with Respect to Cljtation of Data (EPA Form 8570-34)
completed and signed (N/A if 100% repack)

Certificate and data matrix consistent

If applicant is relying on data that are compensable, is the offer ye

no

to pay statement included. (see Footnote B)

If applicable, is there a letter of Authorization for exclusive use only.

Formulator’s Exemption Statement (EPA Form 8570-27) completed and
signed (N/A if source is unregistered or applicant owns the technical)

completed and signed (N/A if 100% repack)

Data Matrix (EPA Form 8570-35) both internal and external copies (PR 98-5)

yes

no

5 | a) Selective Method (Fee category experts use) prd

b) Cite-All (Fee category experts use)

c) Applicant owns all data (Fee category experts use)

6 | 5 Copies of Label (Electronic labels on CD are encouraged and guidance is

available)

Is the data package consistent with PR Notice 86-5

]74‘]\

Notice of Filing included with petitions

59




*Inert ingredient information may be entitled to confidential treatment*

9 | If applicable for conventional applications,

and/or data waivers. See Footnote C.

L Li " lios)aotincludedwitiappliont

10

Comments: ¢ (, ey Ppasrsed I+ (€ Uff‘v Pa;‘;

97‘)—603 n E‘fbé,

,‘ﬂ'/J ar}};q
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